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IT Basis of thereport 



With regard to the elements of the intemaUonal application:' 
Q the international application as originally filed 

13 the description: 

pages 1-28 , as originally filed 

. , filed with the demand 
1, filed with fee letter of t 



13 the claims: 

.as originally filed i lo 

^ as amended (together with any statement) under Article 19 

oaces . filed with the demand « a/ms\ 

pSs Selia/filed with the letter offinerBmher?005fn6.1?.^^^^^ 

13 the drawings: 

pages 1£7 , as originally filed 

pages , filed with the demand 

, filed with the letter of t 



Q the sequence listing part of the description: 

pages , as originally filed 

pages , filed with the demand 

.filed with the letter of 



2. 



3. 



Withregard to &eton8«age. all flieelementsn^rked above were av^^^^^ 
ShTto^tiS. Jap^Mcation was filed, unless otherwise indKated -der &«nem. 
Selen«nt8we« available or flmrished to this Authoritymthefollowmg language which .s 

□ thclanguageofatranslationfimiishedforlhepurposesofinternationalsearchCunderRuleaS.l^ 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ thel^guageofthetransMonfiHnishedforthepurposesofinternati 

WithI^'toanynucUotideand/ora.-noacidse<,«encedisclos^^^^^ 
prSSSy exaJnation was carried out on the basis of the sequence hstmg. 

□ contained in the international application in printed form. 

□ filed together with the intematioml application in computer readable fonn. 

□ famished subsequently to this Authority in written form. 

□ famished subsequently to this Authority in computer readable form. 

□ Thestatementthatthe subsequently fUmishedwrittenseque^^ 

intCTnational application as filed has been furnished. r^^^ahac 

been furnished. 

□ The amendments have resulted in the cancellation of: 

pi the description, pages ^ 

pi the claims, Nos. ^ 



5. 



n the drawings, sheets/fig 1 
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Pv; Reasoned statement under Article 35(2) with regard to novelty, inventive step or laau.crl.l uyy>iU.y.iWij, 

citations and exnlanations supporting such statement , 


1 1. Statement 

Novelty (N) Claims 1-31 






1 Claims 




NO 


Inventive step (IS) Claims 1-31 




YES 


1 Claims 




NO ' 




Citations and explanations (Rule 70.7) 



I Both WO 2003/030862 A2 and WO 2003/018102 A2 describe fl"0'-°®;^^^^'"P?^'^?,"^^^^^ 
fhe sdvent is a polyalcohol. e.g. propylene glycol or Po'Yft^^y'J"^ 9'y^°^^^^^^ 
wherein n is at least 4). As said documents neither specifies the amounts 
mS^ls menthol as stabilizer, claims 1-31 are new. After amendment of the claims also 
inventiveness is now given for all claims. 

I compounds. 

i Industrial applicability is given. 
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AMENDED CLAIMS 

We claim: 

1. Stable pharmaceutical composition, characterized by 
comprising an amount of a fluoroether anesthetic 
5 compound selected from the group constituted of 

sevoflurane, desflurane, isoflurane, enflurane and 
methoxyf lurane, and at least one stabilizer agent 
employed in a concentration ranging from 0.001% to 5% 
in weight of the final composition, being the 
10 stabilizer agent a polyalcohol selected from the group 

constituted of propylene glycol, polyethylene glycol, 
hexylene glycol, 1, 3-butyleneglycol, or a Ci-Ce alkyl 
substituted or unsubstituted aliphatic 4-12 membered 
carbocyclic alcohol like menthol, or mixtures thereof. 

15 2. Stable anesthetic pharmaceutical composition 

characterized by comprising an amount of sevoflurane 
and at least one stabilizer agent, employed in a 
concentration ranging from 0.001% to 5% in weight of 
the final composition, being the stabilizer agent a 

20 polyalcohol selected from the group constituted of 

propylene glycol, polyethylene glycol, hexylene glycol, 
1, 3-butyleneglycol, or a Ci-Ce alkyl substituted or 
unsubstituted aliphatic 4-12 membered carbocyclic 
alcohol like menthol, or mixtures thereof. 

25 3. Stable anesthetic pharmaceutical composition according 
to claim 2 wherein the stabilizing agent is propylene 
glycol employed in a concentration ranging from 0.001% 
to 0.200% in weight of the final composition. 

4. Stable anesthetic pharmaceutical composition according 
30 to claim 2 wherein the stabilizer agent is a 

polyethylene glycol of general formula H (OCH2CH2) nOH 
where n is equal or greater than 4 employed in a 
concentration ranging from 0.001% to 0.200% in weight 
of the final composition. 
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5. Stable anesthetic pharmaceutical composition according 
to claim 4 wherein the stabilizer agent is polyethylene 
glycol 400, 

6. Stable anesthetic pharmaceutical composition according 
5 to claim 2 wherein the stabilizing agent is menthol. 

7. Stable anesthetic pharmaceutical composition according 
to claim 6 wherein menthol is used in a concentration 
ranging from 0.001% to 0.200% in weight of the final 
composition. 

10 8. Stable anesthetic pharmaceutical composition 

characterized by comprising an amount of sevoflurane 
and propylene glycol in a concentration ranging from 
0.005% to 0.100% in weight of the final composition. 

9. Stable anesthetic pharmaceutical composition 
characterized by comprising an amount of sevoflurane 
and polyethylene glycol 40,0 in a concentration ranging 
from 0.005% to 0.100% in weight of the final 
composition. 

10. Stable anesthetic pharmaceutical composition 
characterized by comprising an amount of sevoflurane 
and menthol in a concentration ranging from 0.005% to 
0.100% in weight of the final composition. 

11. Method for stabilizing sevoflurane characterized by 
using at least one stabilizer agent in a concentration 
ranging from 0.001% to 5% in weight in relation to the 
weight of sevoflurane, being the stabilizer agent a 
polyalcohol selected from the group constituted of 
propylene glycol, polyethylene glycol, hexyleneglycol, 
1,3-butyleneglycol, or a Ci-Cs alkyl substituted or 

30 unsubstituted aliphatic 4-12 membered carbocyclic 

alcohol like menthol, or mixtures thereof. 

12. Method according to claim 11 wherein the stabilizer 
agent is propylene glycol employed in a concentration 



20 
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ranging from 0.001% to 0.200% in weight in relation to 
the weight of sevoflurane. 

13. Method according to claim 11 wherein the stabilizer 
agent is a polyethylene glycol of general formula 

5 H(OCH2CH2)nOH where n is equal or greater than 4 

employed in a concentration ranging from 0.001% to 
0.200% in weight in relation to the weight of 
sevoflurane. 

14. Method according to claim 13 wherein the stabilizer 
10 agent is polyethylene glycol 400. 

15. Method according to claim 11 wherein the stabilizer 
agent is menthol employed in a concentration ranging 
from 0.001% to 0.200% in weight in relation to the 
weight of sevoflurane. 

15 16. Method for stabilizing anhydrous fluoroether compounds 
characterized by using at least one stabilizer agent 
employed in a concentration ranging from 0.001% to 5% 
in weight in relation to the weight of the fluoroether 
compound, being the stabilizer agent a polyalcohol 

20 selected from the group constituted of propylene 

glycol, polyethylene glycol, hexylene glycol, 1/3- 
butylene glycol, or a Ci-Ce alkyl substituted or 
unsubstituted aliphatic 4-12 membered carbocyclic 
alcohol like menthol • 

25 17. Method according to claim 16 wherein the stabilizer 
agent is propylene glycol. 

18. Method according to claim 17 wherein propylene glycol 
is used in a concentration ranging from 0.001% to 
0.200% in weight in relation to the fluoroether 

30 compound . 

19. Method according to claim 16 wherein the stabilizer 
agent is a polyethylene glycol of general formula 
H(OCH2CH2)nOH where n is equal or greater than 4, 
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Method according to claim 19 wherein the stabilizer 
agent is polyethylene glycol 400. 

Method according to claim 20 wherein polyethylene 
glycol 400 is used in a concentration ranging from 
0.001% to 0.200% in weight in relation to the 
fluoroether compound. 

Method according to claim 16 wherein menthol is used in 
a concentration ranging from 0.001% to 0.200% in weight 
in relation to the fluoroether compound. 

Method according to claim 16 wherein the anhydrous 
fluoroether compound is sevoflurane. 

Method for stabilizing a fluoroether compound 
presenting water content from 0.002% to 0.14% 
characterized by using at least one stabilizer agent 
employed in a concentration ranging from 0.001% to 5% 
in weight in relation to the fluoroether compound being 
the stabilizer a polyalcohol selected from the group 
constituted of propylene glycol, polyethylene glycol, 
hexylene glycol, 1,3-butylene glycol, or a Ci-Ce alkyl 
substituted or unsubstituted aliphatic 4-12 membered 
carbocyclic alcohol like menthol. 

Method according to claim 24 wherein the stabilizer 
agent is propylene glycol. 

Method according to claim 25 wherein propylene glycol 
is used in a concentration ranging from 0.001% to 
0.200% in weight in relation to the fluoroether 
compound . 

Method according to claim 24 wherein the stabilizer 
agent is a polyethylene glycol of general formula 
H(OCH2CH2)nOH where n is equal or greater than 4. 

Method according to claim 27 wherein the stabilizer 
agent is polyethylene glycol 400. 
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Method according to claim 28 wherein polyethylene 
glycol 400 is used in a concentration ranging from 
0.001% to 0.200% in weight in relation to the 
f luoroe ther compound . 

Method according to claim 24 wherein menthol is used in 
a concentration ranging from 0.001% to 0.200% in weight 
in relation to the fluoroether compound. 

Method according to claim 24 wherein the fluoroether 
compound presenting water content ranging from 0.002% 
to 0.14% is sevoflurane. 
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